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Art Unit: 3762 

DETAILED ACTION 
Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

1 . Claim 1 1 is rejected under 35 U.S.C. 1 1 2, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. Claim 1 1 recites the limitation "wherein the paddle electrode 
connector" in line 1 . There is insufficient antecedent basis for this limitation in the claim. 
The examiner recommends changing the "system of claim 8", to - the system of claim 
10-. 

2. Claims 1-13 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

a. Claims 1 and 6, line 2, "its" is vague. The examiner is unsure if it is 
referring to the cannula or the lumen. 

b. Claims 1 and 6, "a reference platform" is inferentially included. It is unclear 
if the Applicant is functionally reciting the platform or positively reciting the platform. The 
examiner is interpreting the claim as containing the platform. However, the platform 
should first be cited in the claim before it is used. 

c. Claims 2 and 7, "a stereotactic frame" is inferentially included and is 
unclear if the Applicant is functionally reciting the stereotactic frame or positively reciting 
the stereotactic frame. The examiner is interpreting the claim as containing the 
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stereotactic frame. However, the stereotactic frame should first be cited in the claim 
before it is used. 



Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(e) the invention was described In (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

1. Claims 1-4 and 14-16 are rejected under 35 U.S.C. 102(e) as being anticipated 
by Hogg et al. (US 6,527,782). Hogg et al. discloses a guide for controlling the 
orientation of a medical device. The guide includes a cannula with a sheath disposed 
within the cannula's inner lumen. The sheath also has a lumen for the delivery of a 
medical device. The examiner considers the claimed cannula slit along its length to be 
the sheath/guide. It is noted that the claim does not state that the cannula slit extends 
along it's "entire" length. Therefore since the medical device is placed within the sheath, 
which is located with in the cannula's lumen, the medical device is inherently placed 
within the cannula's lumen. 

"The guide 20 can be used to deploy any type of medical device in the body, 
including catheters and cannulas, endoscopes, laser devices, RF devices, cryo devices, 
drug needles, biopsy tools, physiological sensors, deep brain stimulators, or other 
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diagnostic and therapeutic devices"(col. 5, lines 11-16). Therefore since the medical 
device can be a cannula or catheter, both of which have a lumen, the deployed medical 
device inherently has an inner lumen. 

Figures 23 and 24 displays a lock mechanism that "can be provided to secure the 
guide member 464 in a selected position"(col. 9, lines 58-60). The lock secures the 
guide member, which the examiner considers to be the claimed reference platform. 
"The guide 300 further comprises a plate 310, intermediate the proximal and distal ends 
by which the guide can be secured to the skull of a patient"(col. 7, lines 31-35). 
According to Merriam-Webster {see Reference V}, stereotactic or stereotaxic means "of, 
relating to, or being a technique or apparatus used in neurological research or surgery 
for directing the tip of a delicate instrument (as a needle or an electrode) in three planes 
in attempting to reach a specific locus in the brain." Therefore, the examiner considers 
the guide 300 to be part of a stereotactic frame as seen in figure 1 5, since it is used to 
direct a medical device into the brain. In addition, since the guide member, which is 
considered to be the reference platform, is connected to the plate by means of the 
cannula, the examiner considers the reference platform to be connected to the 
stereotactic frame. 

Also, 464 in figures 23-24 can be used to lock the medical device at an offset, as 
seen in figure 24. According to Merriam-Webster {see Reference U}, offset can mean 
"an abrupt change in the dimension of profile of an object or the part set off by such 
change." Therefore, the medical device inherently has an offset portion that can be 
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secured by a lock mechanism, since figure 24 displays the off-set portion of the medical 
device. 

As to claim 16, the guide further comprises an electrode of a deep brain 
stimulator, as seen in figure 15 and 16. Since Hogg et al. has an electrode, there is 
inherently an electrode connector within the lead. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

1 . Claims 5-9 and 12 are rejected under 35 U.S.C. 103(a) as being unpatentable 

over Hogg et al. (US 6,527,782) in view of Zonenshayn (US 6,301,492). Hogg et al. 

discloses the claimed invention except for the microelectrode in the lead lumen. 

Zonenshayn teaches that it is known to utilize a microelectrode recording (MER) lead 

mounted within a deep brain stimulation lead. It would have been obvious to one having 

ordinary skill in the art at the time the invention was made to have modified the medical 

device as taught by Hogg et al. with the microelectrode in the lead lumen as taught by 

Zonenshayn, in order to combine single-cell recording and deep brain stimulation to 

minimize complications by improving accuracy in placement. 

As to claims 5 and 12, Hogg et al. discloses the claimed invention except for the 

discontinuing the lumen of the lead into the offset portion. Zonenshayn teaches that it is 
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known to have a closed active distal tip of a deep stimulation lead as set forth in column 
3, lines 60-63. It would have been obvious to one having ordinary skill in the art at the 
time the invention was made to have modified the open deep brain stimulation lead as 
taught by Hogg et al. with the closed end lead as taught by Zonenshayn, in order to 
utilize a stylet to stiffen and guide the deep brain stimulation lead. Since it would have 
been obvious to create a lead with a closed distal end, the lead would therefore not 
have a lumen continue through to the offset portion. 

2. Claims 10-1 1 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
the modified Hogg et al. (US 6,527,782), as applied to claims 5-9 and 12 above, in 
further view of Chinn et al. (US Patent Publication 20020143376). The modified Hogg et 
al. discloses the claimed invention except for the paddle electrode connector and 
connection to a cable and external trial stimulator. Chinn et al. teaches that it is known 
to utilize a paddle lead connected to a cable of an external trial stimulator. It would have 
been obvious to one having ordinary skill in the art at the time the invention was made 
to modify the electrode connector as taught by the modified Hogg et al. with the paddle 
lead connected to a cable of an external trial stimulator as taught by Chinn et al. since 
such a modification would allow the paddle lead to stimulate a larger surface area and a 
external trial stimulator reduces the risk of infection while determining if electrical 
stimulation is a viable option of treatment for the patient. 

3. Claims 17-20 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Hogg et al. (US 6,527,782) in view of Heruth et al. (US 5,713,858). Hogg et al. discloses 
the claimed invention except for the means of securing the lock to the lead. Heruth et al. 
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teaches that it is known to use a lock with a spring-loaded latch to clamp the outer 
surface of the lead. It would have been obvious to one having ordinary skill in the art at 
the time the invention was made to have modified the lock mechanism as taught by 
Hogg et al. with the lock as taught by Heruth et al., in order to directly secure the lead 
itself, instead of the lead orientation, to ensure that the lead would not extend farther 
then required for treatment. 

The modified Hogg et al. discloses the claimed invention but does not disclose 
expressly securing the lock to the lead through pinching, suturing or piercing means. It 
would have been an obvious matter of design choice to a person of ordinary skill in the 
art to modify securing the lock to the lead through clamping as taught by the modified 
Hogg et al., with the pinching, suturing or piercing means, because Applicant has not 
disclosed the other securing means provides an advantage, is used for a particular 
purpose, or solve a stated problem. One of ordinary skill in the art, furthermore, would 
have expected the Applicant's invention to perform equally well with securing the lock to 
the lead through clamping as taught by the modified Hogg et al., because both means 
lock the lead in position to prevent unwanted movement of the lead. 

Therefore, it would have been an obvious matter of design choice to modify the 

securing means of the lock to the lead to obtain the invention as specified in the 

claim(s). 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Alyssa M Alter whose telephone number is (571) 272- 
4939. The examiner can normally be reached on M-F 9am to 4pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Angela Sykes can be reached on (571) 272-4955. The fax phone number 
for the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-21 7-91 97 (toll-free). 

GEORGE R.EVANISKO 
PRIMARY EXAMINER 



Alyssa M Alter 
Examiner 



Art Unit 3762 



